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REMARKS 

ln response t o the November 20, 2002 ,e,epho„ic i„,erview with Examine, Stucke,, W*"^"^ 
subm a se, of amended claims that more dearly define applicants' invention. Apphcants have »K«n 
Je no, .o produce any new mate, The ,erm "native" as used in .he Caims is defined a, page 44, Unes 

3-1 1 of the present application. 

The Cairns currently pending in this division., app.ication include: composition Cain*, inching claims 

« 82 and new ds 84-86; methods of making the compositions, inching Caims 

.reatments using the compositions, inCuding claims 68 and 7 ,,3; and a screening 

Cairn 74. Examiner StucKer requested mat one group be selected fo, exammation. Applicants request 

that composition claims 40, 82 and new claims 84-86 be examined at ,h,s fme. 

Claims 42.49, 68 and 7,-73 are withdrawn a, this time with the understand tha, when elected 
Ipositions Caims 40. 82 and new Caims 84-86 are found to recite patentee subject matter en « 
method claims for making a„d,or using the patentable compositions be rejoined and exammed ,n ,h,s one 

application. 

During the November 20, 2002 telephonic discussion Examiner Stacker also requested tha, applicants 
choose one of the method of — s selected from treating HIV, cancer, wasting or promoting a 
hema.op.etic effect because as stated by the Examiner the treatment methods are patentab.y - * 
response, applicants have amended method of treatment Caims 68 and 7,-73 ,o recUe a method to ,,e* 
H ,V S cb amendment is with express reservation of the right to file d.visional 
th e use of ,he claimed compounds for methods 0, treatment for cancer, wasting disease and promo in 
nematopoeisis, during .he pendency of .he present application, or during the pendency of a 
divisional or continuing application based on and claiming priority of the present mvention. 

No fee is due for this amendmen, however, the U.S. Patent and Trademark Office is hereby authored to 
charge any additional amount necessary fo, the entry of this amendment, and to cred,, any excess 
payment, to Deposit Account No. 08-3284 of Intellectual Property/Technology Law. 

• c ... «i„rt,r is reauested to contact the undersigned attorney at 
,n the event that any issues remain, Examiner Stucke, is requesteo ra 

(919) 419-9350 to resolve same. 
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Respectfully submitted, 




Marianne Fuierer 
Reg. No. 39,983 
Attorney for Applicant 



INTELLECTUAL PROPERTY/ 
TECHNOLOGY LAW 

P.O. Box 14329 

Research Triangle Park, NC 27709 
Telephone: (919)419-9350 
Fax: (919)419-9354 
Attorney Ref: 4115 116 DIV 4 
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APPENDIX A 

amend claims 40, 42-46, 48-49, 68, 71 and 82 as follows: 



Please 



40. 



A tteort [fir* composition comprising xJmUS^mMmmi *» • l- « 
t^oTels o a second composition comprising, a samp,, o, native HCO or nat.ve p-hCG, 
Z Z components being separated f rom other component of*. hCG or P -nCO samp, he 
! »e hCO o f,hCG sampie no, being purified to homogeneity in the second compos,,,,] 

• - /■ r : uiv effects anti-cancer effects, anti-wasting 

effect selected from the group consisting of anti-HIV effects, 

effects, and pro-hematopoetic effects.] 



42. 



43. 



44. 



A tea^ [first] composi,ion produced by a process comprising the foiling sups: 

a> subjecting a_sarnple (second composition] compr.s.ng nafve hCG or native p 
h CG ,0 si* frac onafion procedure, ^ *. ->» «» - -*« >"». *» ~ 
p -f, d to homogeneity; [in the second composition. ,he second composition hav,„g a, ,^t o 
Lapeutic effect se,ec,ed from ,he group consist of a„,i-H,V effects, ant-cancer effect,, an,,, 
wasting effects, and prc-hematopoetic effects;, and 

b) recovering fractions that inhibit HlY^eoJicaJionihavrng such effect.]. 

r , • in ,„k.r.in the recovered fractions contain material 
The taapeutic [first] composmon of claim 42 wherein 

navinT^pToximate [apparent, moiecuiar weigh, seiected from the group cons.st.ng oi * » 
^ and 3 ,D, wherein the [apparent, moiecular weigh, is determined by eiufon from a 
s,ing coiumn reiative to the eiution of a native hCO = — 

weigh, of 77 kD. and a p-hCO core protein or peptide, having a moiecuiar weight of WW). 

The the^ [fust) composition of ciaim 42. wherein the sampie [second composition, is 
early pregnancy urine. 
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, , , no . theraoeutic [first] composition having [at least one therapeutic effect 
ac a method for producing a therapeutic |nrMj v 

45. Amemoa v ant i-cancer effects, anti-wasting effects, 

selected from the group consisting of] anti-HIV effects!, ant,-ca 

and pro-hematopoetic effects], said method comprising: 

a) subjecting a [second composition] ^comprising native hCG or na i e 0 
hC G to a size fractionation procedure, whe^ the native hCG or native P -hCG ta not e,n 
Z « » homogeneity [in the second composition, the second composition 

Lpeutic effect selected from the group consisting of anti-HIV effects, anti-cancer effects, 

wasting effects, and pro-hematopoetic effects]; and 

b) recovering fractions active to inhibit HIV infection or replication [or Kaposi 

sarcoma or having a pro-hematopoietic effects]. 

The method of claim 45 wherein the size fractionation procedure comprises the steps: 

7 .oading the ^ [second composition] onto a ge, filtration sizing column ,n a 

fir*t buffer of 30 mM sodium phosphate, pH 8 .3 ; 

b> eiu.ing components of the samp,, [-on, composition, from .he coiumn w„h 
second buffer of 30 m M sodium phosphate, pH 7.0 and 2 M sodium chioride; and 

.) recovering fractions of.be [second composition] having been eiuted from 

the column. 



46. 



48 . The method of Cairn 47 wherein the [second composition] « -* I-—* 



49. 



68. 



The method of claim 48 wherein prior to subjecting the urine [second composite] to a sue 
fr ■ . on procedure, the sampie [second composition, is subjected to .he flowing steps. 

* justing the pH of the urine to a pH of approximate, 7, causing the formafon 

of a precipitate; 

b) removing the precipitate from the urine; 

c) concentrating the urine; 

d) removing salt and lipid from the urine; and 

e) lyophilizing the urine. 

~AM nn elected from the group consisting of] an HIV 
A method of treating [or preventing a condition selected trom 

J u ♦ rfeficiencv 1 in a human subject in need of such 

infection [, cancer, wasting, and hematopoet.c deficiency,] 

treatment [or prevention] comprising! 
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71. 



adminis,eri„g to .he subjec, an tfiecfe amoun, of P* ««) t- 

.uerapeu.idiy or preve„,.,ive,y effective amoun, of a firs, composifion, compnsmg 
fracfion [one or more firs, component, of a second composition comprising, seeded from 
^7of native hCG or native p-hCG[the firs, components being separated from other 
components of the hCO or P -hCG sampie, ft, native hCG or p-hCG sample, no. bemg 

purified ,o homogeneity, ax^inA^fa^ tor m ,pppxim„e mo.ecu a x 

...... =■ inH ^, HIV -w ^ic„ion.tin .he second compos,.,on the firs, 

components and the second composition having a. ieas. one .herapeu.ic effect seleCed from the 
group consisting of anti-HIV effects, anti-cancer effects, anti-wasting effect, and pro- 

hematopoetic effects]. 

A mM hod of replication of [treating or preventing » condition seiected from the group 

consisting of, HIV [infection, cancer, casting, and hema.opoe.ic deficiency,] in a human subjec, 
in need of such treatmen. [or prevention, comprising; 

adminis.e,ing to the subject aufefe .moun. of a [firs,, composition [effecfive] ,o «,e„ [or 
prevent, HIV infec.ion, the [first, composition being produced by a process compnsmg 

following steps: ft 

subjecting a sample [second composi.ion) comprising native hCG o, na„ve p- 

hC0 ,0 a size fractionation procure, *rem the native hCG or native P -hCG t* no, being 
purified ,o homogenei,y [in ,h= second composi.ion, fte second composi.ion having a. ,eas, one 

• ^ ~ *f ant. hiv effects anti-cancer enects, ami- 
therapeutic effect selected from the group cons.st.ng of ant.-HIV ertects, 

wasting effects, and pro-hematopoetic effects.]; and 

b) recovering fractions tint evhihit anti-HIV effects [having such effects]. 



82. A pharmaceutical composition comprising 

a) a [the] therapeutic [first] composition of claim 40; and 

b) a pharmaceutical^ acceptable carrier. 
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APPENDIX B 



All Pendin g Claims 



A therapeutic composition comprising at least one fraction separated from a sample of native 
hC G or native P -hCG, wherein the native hCG or native P -hCG has not being purified to 
homogeneity; and wherein the at least one fraction has an approximate molecular weight selected 
from the group consisting of 40 kD, 15 kD and 3 kD as determined by elution from a gel 
filtration sizing column relative to the elution of a native hCG heterodimer with a molecular 
weight of 77 kD, and a P -hCG core protein or peptide with a molecular weight of 10 kD, and ,s 
active in inhibiting HIV infection and replication. 

2 A therapeutic composition produced by a process comprising the following steps: 

a) subjecting a sample comprising native hCG or native P -hCG to a s.ze 
fractionation procedure, wherein the native hCG or native P -hCG has not being purified to 

homogeneity; and 

b) recovering fractions that inhibit HIV infection and replication. 

B The therapeutic composition of claim 42 wherein the recovered fractions contam material having 
an approximate molecular weight selected from the group consisting of 40 kD, 15 kD and kD, 
wherein the molecular weight is determined by elution from a gel filtration sizing 
relative to the elution of a native hCG heterodimer, having a molecu.ar weight of 77 kD, and a P - 
hCG core protein or peptide, having a molecular weight of 10 kD. 

44. The therapeutic composition of claim 42, wherein the sample is early pregnancy urine. 

45. A method for producing a therapeutic composition having anti-HIV effects, said method 
comprising: 

a) subjecting a sample comprising native hCG or native P -hCC to a size 

• ■„ tK« native hCG or native 6-hCG has not being purified to 
fractionation procedure, wherein the native n^U or nauve v 

homogeneity; and 

b) recovering fractions active to inhibit HIV infection or replication. 



46 



The method of claim 45 wherein the size fractionation procedure comprises the steps: 
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47. 



48. 



49. 



68. 



a) loading the sample onto a gel filtration sizing column in a first buffer of 30 mM 

sodium phosphate, pH 8.3; 

b) eluting components of the sample from the column with second buffer of 30 mM 

sodium phosphate, pH 7.0 and 2 M sodium chloride; and 

c) recovering fractions of the sample having been eluteo from the column. 

The method of claim 45 wherein the gel filtration sizing co.umn is a SUPERDEX 200™ column 
and wherein the recovered fractions contain material having an approximate molecular we.ght 
selected from the group consisting of 40 kD, 15 kD and 3 kD ; wherein the molecular we.ght » 
determined by elution from the SUPERDEX™ 200 column relative to the elution of a nat.ve 
hCG heterodimer, having a molecular weight of 77 kD, and a P -hCG core protein or pept.de, 
having a molecular weight of 10 kD. 

The method of claim 47 wherein the sample is early pregnancy urine. 

The method of claim 48 wherein prior to subjecting the urine to a size fractionation procedure, 

the sample is subjected to the following steps: 

a) adjusting the P H of the urine to a P H of approximately 7.2 causing the formation 

of a precipitate; 

b) removing the precipitate from the urine; 

c) concentrating the urine; 

d) removing salt and lipid from the urine; and 

e) lyophilizingthe urine. 

A method of treating an HIV infection in a human subject in need of such treatment comprising: 
administering to the subject an effective amount of a therapeutic composition compnsmg at least 
one fraction separated from a sample of native hCG or native 0-hCG that has not being punfied 
to homogeneity, and wherein the one fraction has an approximate molecular weight selected from 
the group consisting of 40 kD, 1 5 kD and 3 kD determined by elution from a gel filtration s.zmg 
column relative to the elution of a native hCG heterodimer with a molecular we.ght of 77 kD, 
and a P -hCG core protein or peptide with a molecular weight of 10 kD and is active in inh.b,t,ng 
HIV infection and replication. 
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A method of reducing replication of HIV in a human subject in need of such treatment 

comprisingi 

administering to the subject an effective amount of a composition to treat HIV infection, the 
composition being produced by a process comprising the following steps: 

a) subjecting a sample comprising native hCG or native p-hCG to a size 
fractionation procedure, wherein the native hCG or native P -hCG has not being purified to 
homogeneity; and 

b) recovering fractions that exhibit anti-HIV effects. 

The method of claim 71 wherein the recovered fractions contain material having an approximate 
molecular weight selected from the group consisting of 40 kD, 15 kD and 3 kD. 

The method of claim 72 wherein the molecular weight is determined by elution from a gel 
filtration sizing column relative to the elution of a native hCG heterodimer, having a molecular 
weight of 77 kD, and a |3-hCG core protein or peptide, having a molecular weight of 10 kD. 

A pharmaceutical composition comprising 

a) a therapeutic composition of claim 40; and 

b) a pharmaceutically acceptable carrier. 

A therapeutic composition comprising at least one fraction separated from a sample of native 
hCG or native P-hCG, wherein the native hCG or native (J-hCG has not being purified to 
homogeneity, wherein the at least one fraction has an approximate molecular weight selected 
from the group consisting of 40 kD, 15 kD and 3 kD when separated using sizing column 
chromatography, and wherein the at least one fraction is active in inhibiting HIV infection and 
replication. 

A pharmaceutical composition comprising 

a) a therapeutic composition of claim 84; and 

b) a pharmaceutically acceptable carrier. 

A therapeutic composition comprising at least one fraction separated from a sample of native 
hCG or native jJ-hCG, wherein the native hCG or native P-hCG has not being purified to 
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homogeneity, and wherein the at least one fraction is active in inhibiting HIV infection and 
replication. 
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